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Sir: 

\pphcanL\ heiebs ie<juest iewe\s ol the Final Rejection mailed Mas 4, 2t>0o { "Final 
Rejection' ) of the abme-cajiismed apphcjtion prsui t<> iiliny an appeal bisei fi-i the leasons 
set forth below \ppht\inis submit that the Final Rejection Tails io esUbhsh apr/ma ftta>- 
rej action. 



i. PROSECUTION SUMMARY 

.Independent claims .1 and 1 $ were rejected m a Non-Final Office Action mailed 
.January 24. 2oof> ("Non-Final Office Action"") under 35 U.S.C. § io?(a) unpatentable over 
Hirabayashi et a!., "Contact of Irydroxs apatite spacers with .spiit spinous processes in double- 
door laminoplasty for cervical myelopathy/' } ORTHOP Sc.. 4 264-26S (\999) 
( "Hirabayashi") in view of U S. Patent No 6,51. L50*-> to Ford et a). ( "Ford 7 '). In response. 
Applicants argued that neither Hirabayashi nor Ford taught, suggested or disclosed an 
implant having fu st and second bone engaging portions and an inner side region, "wherein 
the inner side region is angled with respect to each of the bone engaging portions at an angle 
ranging from about 50 to about 70 degrees." 

Examiner thereafter affirmed the rejections of claims I and 18 in the Final Rejection. 
Specifically, Examiner stated, that Hirabayashi disclosed "an angle tanging from about 50 
degrees to about 70 degrees'' from its photographs (Final Rejection at 4). Examiner further 
stated that, although Hirabayashi failed to disclose an implant having "a substantially hollow 
portion," it w ould have been obvious to modify the Hirabayashi implant in light of Ford. {Id. 
at 2-3). 

II. FAILURE TO ESTABLISH A PRIMA FACIE CASE OF OBVIOUSNESS 

A prima, facie case of anticipation or obviousness has not been made with regard to 
independent claims 1 and I 8 because the cited art fads to disclose, teach, or suggest each and 
every element of claims I and 18. 

Independent claims 1 and 18 recite an implant msertabie between first and second 
bone ends or segments, having first and second bone engaging portions and an tnner side 
region, "'wherein the inner side region ts angled with respect to each of the bone engaging 
portions at an angle ranging from about 5u to about 7<> degrees."' Examiner has repeated 
stated that Hirabayashi '"discloses the development mid optimization of implants for double- 
door laminoplasty. wherein the resulting implants have angled surfaces clearly within the 



claimed range of "about 50 to about 70 degrees.'"' (Non- Final Office Action at 3; Final 
Rejection at 2), 

llnaba\a^bi desenbes eNpeinnent'- held usmg the STS's <-paeei m lammopla^ 
applications to ei aluate the contact late of the STSS <-paeet with -pmous pioce^s in 
patients (/<,' at 2<i4) I low ev ei although the S t *sS spacei is show n to he ^oneialh 
bape/ofda) m shape tv<,< I i^' lb) thtabav ashi disclose*- mun^i \ fof theStSS implant 
desutbed thetem Moicu^ei the put pose of the Hnaba\ asht stikh was to detetmme the 
o«i'u( / ot a specific implant (the S i SSt with the spmous ptocc-ss — Hnabax j<-hi does not 
e\plfuth oi tmphcrth implicate them \ ot the S1SS implant as havtm' am ihtfv; to Jo 
with achie\ m;> tbts <_oal Raihei Ht! aba\ ashi states that implant va ?>e < >u! \ ~i ate iclev ant 
LonbideiaUoiifa m achieung sullicient contact between the implant and spinous ptocess 
which aieonh conftymabie a f '>.r the spmo^ pi ocess js bisected {hi at 2('""-<)K) thus not 
onk is theie is nn diselosuiC of angles m Hiraba^ ashi iheie is no suyyesiion or mom ation (o 
asme at anyles tanking Irom about >0 to about 70 debtees to optimise the STSS imptant 
Sdi in n inh»ne ^" f 2d (>!X (CCPA (not obvious to modi Is to opiimi/e when 
teleience did not recoym/e the lesult-et teem e satiable) 1 

independent claims ] and IS fuithei recite an implant ha\m£ an umet suiiace 
dclintng a suhstantialK hollow poition and hist arid second ends which communicate with 
said hoShm poitiou Lvanunei hat admitted that linabawshi docs not specifkalh disclose 
an implant fun me, a substantial hollow poition„ but asseits that it would rune heai 
» b\ sous to combine the basic im entn e concept oi f h:aba\ ashi with the teachings t f f otd 
to piodtice the applicants (w<. j claimed invention (Final Rejection at 2-3) 

S.s stated above iiie pmpose ot the stud\ in I Inabax asht was tt determine the t o/ucu i 
of a specific implant {the STSS i with the ,>piii( i u < - ptocess and mote partKularis to mu\jni:i 

X vkod i. \ it una poims t>^ n >thwi. to ,t pp.>rt tlie st uoi out rtut tt it i\ t -hi » u IJ tx mo u >..l t > «<. k 
ti c-c < nt;le- s kc dhuni. i\. d i upturn tit r. tyc m osi< i< i k < u«v. i< )1> in- oh^inuln i. sk lb t tK art 
itnnal Rejection at 4\ 
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(„>. >,<> t UK f onu b\ < amny the shape and si/e ot the STS's <-paeei \ scote of excellent ~ 
lesuited fiein complete touch <>u both side 1 - ol the ^pacei to the spinous process <A> at 
2< 4t \loteo\ et the appiopnate sue of the spaeei rmr-t be -elected m acLOidaiae w tih the 
si ol the spinous piecess to obtam htgbei peicentayes of excellent oi good contact ' (A'' ) 
J\> achieve sweater contact >S'i *sS implants weie used that had sohd continuous surfaces and 
tUi-otdfiu K eoniaU between the spaeei and the spmoii*- pioces*- was j<-sewd bs med<-uiui*> 
the extent ot touch ol the spacets to the spinous ptocess {hi at 2oS) 

I has ihet e w onld be no mot! \ anon to modi f\ the ! hiaba\ ashi S i SS spaeei to h:i\ e 
an innei sut l ace deffmne a substantially hollow poition and fust and second ends which 
communicate with said hollow potiion ' as donr 1 so would /ct'v* <. the a~< Pliable sui face area 
to aeate contact between the implant and the spinous process in fact su^h a modtheation is 
direclh contran. to the teachings oi Hnabavashi which instead expiessh teaches to 
^u\t>n-K ihe ot.iii.Kl area St.* hn\ {;;,< »i 27 t VJ *M ^ttei Or l l )04)(asa yeneiai 
i ule a refetence that teaches aw a\ cannot se: \ e to create a '*' 'mu M u case ol ob\ tousnesV) 
Fhut Hnabaxashi cannot be used as the basfi ol an <>b\ iousnes>s rejection of claim 1 or IS 

\ otd fads to temed\ the deficiencies ol Hiraba\ ashi \ithoiu:h FokI does show 
implants ha\ hot low portions extending between two ends L <. ^ Hgmes 1 A~ f H) 
theic bttil exists no motnation to coin blue f Inatvnasbi with fold to aime at the claimed 
implants 11 is not suiiieient meieK sa\ motivation comes from knowledge oi those haunt; 
skill m the ait indeed ja| statement that modii stations oj the pnoi ail to meet the claimed 
hmittUt i) would tun e been v\el! withtn the ordiuars tkili oi the ait at the time the claimed 
(mention was made because the ufeunces iehed up* n teach that ail aspects of the claimed 
in\ cation wetc tndn idualh known in the art is not tullicient tt establish a/v vnu aa \ case 
of ob\ !onsfu\>s without some object! u* season to conibme the teachings of the fofeteiites 
MPl P ^ 214* 01 ia\u\ix/ xpar/t Uu^ooJ 2h I SPQ 2d n<><>(Bd Pat \pp & Intel 
1 993) (emphasis in original)). 
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Applicants accordingly submit that Examiner has not made out a prima jiicle case of 
obviousness of independent claims 1 and 18. Applicants therefore submit that independent 
claims 1 and 18, in addition to dependent claims 3-17, 20-24, and 26, are allowable. 
III. CONCLUSION 

For at least the above reasons. Applicants submit that claims I. 3-18, 20-24. and 26 
are in condition for allowance. 
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